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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address ~ 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from trie mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 06 March 2007 . 
2a)^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 1-10 is/are pending in the application. 

4a) Of the above claim(s) 1.2 and 5-10 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) M Claim(s) 3, 4 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Applicants Amendment filed March 6, 2007 is acknowledged. 

In the last Office Action Applicants elected Group II, drawn to methods for 
promoting the movement of the digestive tract comprising administering 4-amino-5- 
chloro-2-methoxy-N-[(2S,4S)-2-hydroxymethyl-4-pyrrolidinyl]benzamide, claims 3 and 4. 
Claims 1,2 and 5-10 remain withdrawn from consideration by the Examiner, 37 CFR 
1.142(b), as drawn to non-elected inventions. 

A Declaration under 37 CFR 1 .132 filed March 6, 2007 is further acknowledged. 

Rejections not reiterated from previous Office Actions are hereby withdrawn. 

Claims 3 and 4 were rejected under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Fujiwara et al., U.S. Patent 
5,143,935, in the last Office Action. 

Applicants argue the compound recited in the present claims, 4-amino-5-chloro- 
2-methoxy-N-[(2S,4S)-2-hydroxymethyl-4-pyrrolidinyl]benzamide, referred to as TM 
161 , exhibits a high binding affinity for the serotonin receptor HT 4 and does not elicit the 
adverse effects of arteritis, thrombus formation or encephalomalacia, while promoting 
movement of the digestive tract, as compared to the compound TKS 159, 4-amino-5- 
chloro-2-methoxv-N-((2S.4S) -1-ethvl -2-hvdroxvmethvl-4-pyrrolidinvnbenzamide. that is 
disclosed in Fujiwara. Applicants urge the optically active 4-amino-5-chloro-2-methoxy- 
N-[(2S,4S)-2-hydroxymethyl-4-pyrrolidinyl]benzamide is not concretely disclosed in 
Fujiwara. 

The Yanagi Declaration further supports Applicants' position that the claimed 
compound exhibits a high binding affinity for the serotonin receptor HT 4 and does not 
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present the adverse effects of arteritis, thrombus formation or encephalomalacia, while 
promoting movement of the digestive tract, as compared to the compound TKS 159. 

Applicants' arguments have been given careful consideration but are not found 
persuasive. The rejections as previously set forth are maintained. 

The Fujiwara reference teaches compounds of formula I, wherein Ri and R 2 may 

be hydrogen or alkyl. Based on claim 5, column 16, the compound of the present 

claims, 4-amino-5-chloro-2-methoxy-N-[(2S,4S)-2-hydroxymethyl-4- 

pyrrolidinyl]benzamide, is clearly taught in the disclosure in methods for promoting 

activity of the gastrointestinal tract. The compound is prepared in Example 10, column 

5. All stereoisomers are included in the disclosure. See column 2, lines 26-31 . An 

absence of cardiovascular adverse effects, such as thrombus formation, arteritis or 

encephalomalacia, is an inherent property of the administration of 4-amino-5-chloro-2- 

methoxy-N-[(2S,4S)-2-hydroxymethyl-4-pyrrolidinyl]benzamide. 

It is noted that In re Best (195 USPQ 430) and In re Fitzgerald (205 USPQ 594) discuss 
the support of rejections wherein the prior art discloses subject matter, which there is reason to 
believe inherently includes functions that are newly cited, or is identical to a product instantly 
claimed. In such a situation the burden is shifted to the applicants to "prove that subject matter 
to be shown in the prior art does not possess the characteristic relied on" (205 USPQ 594, second 
column, first full paragraph). There is no requirement that a person of ordinary skill in the art 
would have recognized the inherent disclosure at the time of invention, but only that the subject 
matter is in fact inherent in the prior art reference. Schering Corp. v. Geneva Pharm. Inc., 339 
F.3d 1373, 1377, 67 USPQ2d 1664, 1668 (Fed. Cir. 2003); see also Toro Co. v. Deere & Co., 
355 F.3d 1313, 1320, 69 USPQ2d 1584, 1590 (Fed. Cir. 2004) ("[T]he fact that a characteristic is 
a necessary feature or result of a prior-art embodiment (that is itself sufficiently described and 
enabled) is enough for inherent anticipation, even if that fact was unknown at the time of the 
prior invention"). 

Applicants have discovered an inherent property of 4-amino-5-chloro-2-methoxy- 
N-[(2S,4S)-2-hydroxymethyl-4-pyrrolidinyl]benzamide. 
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No claim is allowed. 

THIS ACTION IS MADE FINAL. Applicants are reminded of the extension of 
time policy as set forth in 37 CFR 1 . 1 36(a). 

A shortened statutory period for reply to this Final Action is set to expire THREE 
MONTHS from the mailing date of this Action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this Final Action and the Advisory Action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the Advisory Action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the Advisory Action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this Final Action. 

Any inquiry concerning this communication or earlier communications from the 
Examiner should be directed to Phyllis G. Spivack whose telephone number is 571-272- 
0585. The Examiner can normally be reached on 10:30 AM-7 PM. 

If attempts to reach the Examiner by telephone are unsuccessful after one 
business day, the Examiner's supervisor, Ardin Marschel may be reached on 591-272- 
0718. The fax phone number for the organization where this application or proceeding 
is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



May 17, 2007 




PRIMARY EXAMINER 



